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T^TTSZI 3frr ■^frSlTDT iTSTcH^ 

( 33 TT«T 1 Wt) 

3Tf£n^T:H( 

17 ^ 5^,2012 

573(3?).—<3TM^ sttr pRR, 1945 cfff sltV TmtEH cf^ 

Prqjft gji 5im ^TRcfJR ^ srtisfflr CRP^ ^ ^ 

’mra;, arHfIr afhr jnam simPm, 1940 (1940 m 23) stm 12 aik eirt 

33 gRT jmrT g?i swri CR^ gcpifim ERRft t 3ik ^ nrf^ 

^5ITO5k» ^ ^ #t cl^ ^FTIcRT t, WTfticT WT t afk gg 

w ^ tfip ^ arm Pra^ff ^ ftmgfr itrct ^ cift 

5rt^, kraif g? arfSrgrHT t, yrror cpt crt ^ t, ^ %rffkT 

Cl^ CJTcrf^ c]t^ Xi^ilRl ^ f^rfTT '5TP^ ; 

^ 3T^ ^ TRT^ ^ ^ ^Ric|, TIWIT, sfk ^tRcTTT cbc^ [ U | 

^ WRK ^ - 110011 c^ TRW ^ 

wnr I 

TH^ 

^ ^ ^ 3^%T afR Timt (^SIT fT?TTT^ 2012 t I 


2618 G1/20|!2 


(D 
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( 2 ) ^ Mcr>RH ^ ^ M<J'd I 

2. Sik 'HIHiJl 1945 (fk^ WcjTcT Pi'MH W ^ 

^ ^ 122^ ^ PiHf^l^cI 3T2?fe :-- 

122^.- '{H4I'4R ^ - (I) 'HcJl'ciK ^Tf^rfft f^UR 21 ^ 

(^) ^r 3I^5lRl ^ ^rf^rfct ^ ^ ^ 

HcIItIK ^ ^ ^'iRellcn'l sfk i 

( 2 ) W^TR ^ ^ ^ 3TT^ ^-1 ^ 3k«n3;it ^ 

^rj^RUT 31^51 Rl ^ f^RT vjTRRT I 

( 3 ) 3Tprf^ M | R | 4?I^ ^ ^RRH ^ ^ ^ ^ 

^ 3 k^ 3 fR ^ ^ ^ fen Rnr t ^ ^ 3 Tfe[ 5 feT ^ ^ 31 ^ 

^?fuR^cFRUT 31^51 Rl cfR^rfen 1 

( 4 ) wnR n ^ 31^^ fe^ ^4iPicb ^ sr^rfr^ gn ^pfeftnR 

3ik vd'tlcfjT 3r5FifeT RR^ ^ ^ 3T^ ^qiPlcp 0il<i6R npt-piq^jl sfk 

3lf^4>R; ^RIT ^ 31^ ^ 3TE5k gi? 3Rir qTPJ l^felTW 

3k5n3^i ^ 3r3^ ^ ^^rfen ! 

( 5 ) sifrr ^ ^ ^Rfei n^OT ^ ^ ^f wnR ^ Mfcicfd ^rsTOit 

^ gn g^f^dV^ 3fk ylcRR vjq^ ^ kmk^T i nfcRR 
^ nRT ^m^dcb ^ fen ^ nfeiR ^ ^^rs^t 3ik nfeR WRn ^ 
wif^ ^ fefei 3fRfe nrw fer^RT RFtPfer ^ 3r5^RR ^r ^^rnr 

'tiPlI^ ^RI f^PiR^a fen i 

(6) wnR ^nfe^. 3^RRr npm? fekRi ^ fet^/wnlM ^ 

^ >ddR)d fefft 3if^r^^, q-wi^vj! 3nf^ ^ fetOT cir^ ^ ^ nfeR 

^r 3fe?r ^ 3ig5iid cFfeft 3ik ^ '^-qifdd cir^ ^ ^fei 

MiRicT)!'^ ^RI 301 k^ n^ fe^ 3Hgq^ 3X1^ I 
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(7) ^ ^ f^ciRd ^ f^TOT" ^ ufT^ cf^ 

cnto ^ erf cfit ^ 

(8) ^ srpiRr ^ ^ wqn ^ ^ t ^ 3Trf^ ^ ^ ^ 3fr^ 

3Trf^ ^ ^ Ply'(-d ^ fcl^^ cf?Ruft 'i^R]d crfnr]7 ^ fupTcrf vj^ 

'^fM'(^cp><u| ^ ^ mr^TH cfT^ 3ilc|Ii*iich ?rfT, PR^ cfj^ ^(j^J fi I 

(9) “rf^ 'iidmK 'dPlfd erf ^ ^ijciidd it 3Rwf ^ 

yrf^r^ efrm wafr ^ ^ ^ ^ ^ ^ 3Trf?r ^ 

Rdl vjfTPJ, feffer ^ 3Trf^ EfRT cjTRTjft ^ cf?^ ^ ^ 

^ ^TTclWf^ ><1*15101 t WW ^fd ^ f^cif^d ^ ^fTcrffT [ 

(10) ^fT^TWR f^RT^ >!f^>{-^c^yu| srprf^ PTlI^Rmrf 'm ftcfRd ^ ^ feir 

^ ^ srrf^ ^ prf^ ^ prf^ ^ 90 ^ ‘rfrR crfrft^ ^fR^jR" ^ ^Terfrr 

^STT crfrfTI TFTWR’ v3>^r ^j^drf ^ 3TcRR ^ ^ ^ 3Trf^ erf TH v3<Hd ^ 

viqldRd I 

>W6<Jlcb^u| 

^'m-^ PT%iPT ^ f^; fMt ^fTRrfcT ^ R l f^o[H l/ % l Rcf> 3fR ^- 

Rlf^Rflq/%-^5llPlch >dHlRte ^ ^ f^ -^dlpTd^ ^ 3 1df^f^d ^FTPRT 

fcT^ ^ ^ ^?R?R, cr)c^|u| Cf> ^TRTFRT ^ vi-d'^dlRlcd t I '<1dNR 

^ ^ ^ ^ ^ (1) ^T^'^d i^drfdWd (2) 'ddl'dR ^^rrfcft^ ^ ^ 

(3) ■'ddRfR ^HPrf^ ^ lRfn3FT ^ ^ I W^TR 

w^TR ^ ^Hrfdtci5d afR arjrf^, arrfw (aR^wt) erf 73T^^ckidi, ^gf^aft afR 
3RZriH femrf ^ “^g^RT w#” JTRT ^ afR rfmrfRRH erf qrfiddl ^ 

cR^^rft^RUT ^ vJMqVl ^ ^ ^{JeHT erf sfR qrfrg uHwrf ^ 

^xRqrrf ^ r’ 

3. Rrr ^ ^ Pinf^Rsid arg^ aT?T:wrfrr ^rf ■afqrft. arsrfg : - 
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TT-1 

(f^m 122^ 

>HciixjK ^ ferr ar^raTET 

1 , 

>Hc|NK Tim 1cm^ arjReiPT ^ afk 

^ viilRan, Mc^if^id cmff ^ ‘^c^ichd cf?^ ^ Pif^di, afk 

N^PiR^d ^ ^ d'Wi^v41c^>!ui ^ ^M^ciddi I arf^ ^ ^ ^ 

^diPid? ^am ^ ^ 'iidixiK 5'^Rcilcbd cj^ afk ^ 3fk 

■^i ^RT yifcRiR '(iq-a ^ RmriR^i cf>^^ i 

^ 3T^ ^ TIl4d^^d ^ t 3ik ^dlRcb RdK^I ^ ^ cf^t^ 3RII RrER! ^ 

*TITfeM ^ 3R^5tcfRtTT ^ t I 

2. ^dNK >dl^Rl ^ ^RTRT : 

!■ 

(^ WEIR ^ ^ ^ ^ ^ 3fk arsiai (^ ^ ^ ^ 

w^it ^ ^ r^^cw ^ ^ w^ 3RII w^, RifcH(^i/^5iiPi4^ afk %- 
fxif^R#R/%-%Tf^ W^ f^lf^ f^RT^ STcnk 31^^ ^ ^ 8 ^ RPlR^^i 

^ ^ VJTOT ^ t. #>t I 

(^) ^ ^ ^ ^ w^ ^ ^ pirRt^ ^/%-%rR[cR afk ^ 

^ cf)TT tTcR ^ ^fRSlT ^ t. ■'Rp^f^d I 

(^) WTIR ^fiRd^ ^ 31^ ^^Rsnaft ^ ^ ^ cjqld^ifcT ^ ^ 

I 

(^l) W^, 315^ R, HRd ^ ^dlPlch qitaRT ^ f^ 31^ ^rStaRT, oilci^K 

TTPtak 3fk ^aRT ^ 3TfteS. 3fk cRo?IM ^ WIRt 3RII t^RrUTW 

3T^raTT3it ^ 31^ ^dlPlcb q^taRT ^ ^ >gMRRld ^ I 

W^. ^ ^ Rd^RfrR ^5llRcb 3fk '^dlRdr ^ WT ^ ^lf!lRfto dRdT t 
3I^CTTI? 3fk SRpft ^ OrjRd # 3fk ^ ^ 

^ ^ sfk dlRd^'l ^ vdTWT^ WIT ^ I 



■qro ^ 
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(^) srjfTETH ^ ^ 3r^^3Tt 3nm1^ ^rrjcrflTcp 

M 'lit ^ ^ ^ >HcilT|K- ^ ^ I 


' (^ ^ fM ^ ^ ^ I ^ ^ ^ fcrf^wT ^ ^ ^ ftcit ^ 

cf>r^ ^rerf t ^nl^eflcfR ^ ^ ^fr^pcTK ^ ^ 

crm ^ el^. 3TSI[^ ^ fcrf^ 4 ^ 3fk <^7i4^Tl ^ ^ WK 

3#tfeTfef cfj^ I 


(^) fcT^ {^^ TIT 3RT vj-icj^ 'Hdie ^ ^ocr>l srnrf^ 

^ ^ ^ ^ I 

1 

3. WcTN ^(-iPlfc ) ^ ^ 3TTcrw Ifl^ ^ cTTcft Mll-lcr>lRql ^ ST^STT : 

N 

(cf?) '<iq|-c|K '(iRlf^ "TFf 1 

(^) inf^tcirR' fv^RT^ 3T#=T '(iqi'^K ^if^d sVH, '<-iq'(->^^ ^ ST^r^rPT, ^ f^EPT, 

(tt) ^ ^WPPT, ^ cFR^ -m ^ vifthqi 1 

(ll) '(-iqi-clK ^^rRlfcT ^ q>iq^Hd ^ w i 

3TSlTaT "dPT, PdT, ^^IWTTPPP '51 <5^1, '^TW, 

;5Tcp ^ PdT 3fR I 


(^) v - ldN i ^ ^ ^ WRTPPF) -^fcPT^ '51'^!, 

3ik ;gpp ^ w I AJiMcbT^ ^r w?fr cf5t (pRrf^. %tRpp 

TIT ^-%TRr^), ^ ^tw3tT ^ ^ ^ "M ^ ^ ^ 

(^ TPrfe ct74dl^<^"< ^ ! 

(^) ^ cpT pcpR (v^ "gf^pit, ^i^nRcp, 

3TTf^ I 

(?l) Pc^ ^diPlcj^ wm? ^ I 

(31) ^d i P i ^ p^otT ^ ^pMcI cf5t 3ik 

chl4fd^ cPT ^T^TTcpj^tcfR^ 1 

(^ ^ >H-d l 5i P c^ ^ M PfcT^ ^ ^ ^PPT 

v^lHchl^ I 
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cIT# W^lel^ I 

( 5 ) ^ sra 3mi^ ^ ^ *ihcp jrara^ nf^ i 

( 3 ) ^ 3 k IkmH ^rftlcr ^ ^fr;^ ^ 'srarara? iifkRTsit ^ ^ skiem 3>t 

6|l6|d ’^tfcT I 

(tjt) mti i ^ 5rf^3it ^ fer ^ ^ '‘TT^ ^ ^ i 

(cl) ^ ^ ^ ^ ^ ? ^ ?T, ^ ^ ' 

(tj) ^ ^ ^ ^ ^ Mot t ^ ^ I 

4. 3tM^ 

^Hci l r lK TTM ^ ^ 3 iM^ 3ft^ ^ ^ ^ 

l iif^ sft^ ^ ^ 

^ ufM I PtHl^f^c T ^ 1^ 3TMR5 ^ : - 

(1) cm ^Rcm I 

( 2 ) ^ ^ mdRjxi^ I 

( 3 ) TiMt ^ 3mm R^Jeicn 3?Mrm i 

( 4 ) 3jk 3M?r^^ I 

(5) ^-iraeilch-f ^ wciR, ^ ^fTTOT ^ ^nsq, 3r^ 

3 TTf^ cl>t mMI cI^ ^rift I 

( 6 ) 3 rM^. MmERI 3fm 3T^ ^ 3fm 3l^q^ ^ ^ 

M^im I 

( 7 ) '^Pif^ ^ I 

(8) 3THIfiiT IRI mTaT% ^ W^FN ^aM ^ ^ I 

( 9 ) 3tM^ ^ ^ ^rMt I 

( 10 ) ^ ^ ^ 1 ^ 31?^ ^ ^ ^ ^ krj ^ ^ 

^fflj^^rETTSlt 3#TeR3l 

( 11 ) Siam 3TfkT 3i^ P>5^. ^ 

Rcinrs-*! I 




^TfflM ^TTte ^ ^ ^OT irt^r ^[5t 3raf& araw ^ ^r^t I 


5 ^acn^ ^aMT, arj^-’i. ^ jifWt afk a^ ^ g5t 

a^fwaf ^ arjn^ ^ ^ ^ 3ft^ ^ ^ 

arf ^ch l lM IRI f^?TDT c^ 'SacH^I FT^ I 

[xp^i. u "q;^-! 1014/8/201 i-sli<4ict<^] 

%. 'TOT, "Hfe 

Tn^ fenniT ; ^ Pm TTsm, SlftRJ^ U T?5>-28-10/45-'^^ (1), flRPa 21 1945 

wto ^ 8 ft ap afim afinjaai a. ai.aa.fa. 76 (a), arte 8-2-2612 ^ 

■fFH I 

,N • . ' • 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 17th July, 2012 

GS.R. 573(E).-^'The following draft rules further to amend the Drugs and 
CosmetiS Rule's, 1945, which the Central Government proposes to make, in exercise of the 
powers conferred by section 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), after consultation with the Drugs Technical Advisory Board, is hereby published for 
the information of all persons likely to be affected thereby, and the notice is hereby given 
that the said draft rules shall be taken into consideration on or after the expiry of a period of 
forty-five days from the date on which the copies of the Gazette of India containing these 
draft rules are made available to the public; 

Any person interested in making any objection or suggestion on the proposed draft 
rules may do so in writing for consideration of the Central Government within the period so 
specified through post to the Secretary, Ministry of Health and Family Welfare, Government 
of India, Nirman Bhawan, New Delhi- 110011. 

DRAFT RULES 

^ These rules may be called the Drugs and Cosmetics {4th Amendment) Rules, 2012. 

(2) They shall come into force on the date of their final publication in 
the Official Gazette. 
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In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said 
rules), after rule 122 DC, the following rule shall be Inserted, namely:- 

“122 DD. Registration of Ethics Committee (EC).- (1) No Ethics Committee shall 
review and accord its approval to a clinical trial protocol without prior registration 
of the committee with the licensing authority as defined in clause (b) of rule 21. 

(2) An application for registration of ethics committee shall be made to the 
licensing authority in accordance with the requirements prescribed in Schedule 
Y-l. 

(3) The licensing authority after being satisfied that the requirements of the rules 
have been complied with and^the conditions of the registration will be observed, 
may grant registration subject to the condition stated therein. 

(4) The ethics committee will review and accord its approval to a clinical trial as 
per Schedule Y, the Good Clinical Practice Guidelines for Clinical Trials in India 
and other applicable regulatory requirements for safeguarding rights, safety and 
well being of the trial subjects. 

(5) In case of clinical trial related injury or death, the ethics committee shall 
review the serious adverse event reports and recommend for providing 
compensation. The quantum of the compensation to be paid by the sponsor shall 
be decided by the ethics committee in accordance with the guidelines issued by 
the Central Drugs Standard Control Organization with the concurrence of Ministry 
of Health and Family Welfare for the purpose. 

(6) The ethics committee shall allow inspectors / officials of Central Drugs 
Standard Control Organization to enter the premises of the committee to inspect 
any record, data, document etc. related to clinical trial and provide adequate 
replies to any queries raised by the inspecting authority in relation to the conduct 
of clinical trial. 

(7) The registration, unless it is sooner suspended or cancelled, shall be valid for 
a period of five years from the date of issue. 

(8) lf the licensing authority is not satisfied, he shall reject the application and 
shall inform the applicant of the reasons for such rejection and the conditions 
which must be satisfied before the registration can be granted. 

(9) If the ethics committee fails to comply with any of the conditions of 
registration, the licensing authority may after giving an opportunity to show cause 
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why such an order should not be passed, by an order in writing stating the 
reasons therefor, suspend or cancel the registration of the ethic committee for 
such period as considered necessary. 

(10)The ethics committee whose registration has been suspended or cancelled 
by the licensing authority, may within ninety days of the receipt of the copy of the 
order by him prefer an appeal to the Central Government and the Central 
Government may after giving an opportunity of being heard, confirm, reverse or 
modify such order. " 


Explanation: 

is 

For the purpose of this part an Ethics Committee is a committee comprising of 
medical / scientific and non-medica! /non-scientific members, whose 
responsibility is to verify-fhe protection of the rights, safety and well-being of 
human subjects involved in a clinicai trial. Ethics Committees may be named as: 
(1) Institutional Review Board, (2) Ethics Review Board or (3) Independent Ethics 
Committees set up for the purpose outside the institute. The Ethics Committee 
shall be responsible for reviewing and approving the Protocol, the suitability of 
the Investigator(s), facilities, methods and adequacy of information to be used for 
obtaining and documenting Informed Consent” of the study subjects and 
adequacy of confidentiality safeguards. 


3. In the said rules, after Schedule Y, the following Schedule shall be 
inserted, namely:- 
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'^(0e Elite 122 DD) . .. 

Requirements and Qiiidelines ffijrtEegistrartiDR of Ethics Committee 


1. Scope: 

Ethics committee shall review ©verY research propdsal on human subjects and 
should evaluate the possibte ris'ks to the subjects, expected benefits and 
adequacy of documenllatfon for ensuring privacy, confidentiality and justice. In 
case of clinical trial rellaied injury or death the ethics committee should review 
and make recommendations for compensation to be paid by the sponsor in 
stipulated manner and time period. 

These guidelines are not stand alone guidelines and are not in derogation of any 
other rules or guidelines applicable to the clinical trials. 


2. Composition of Ethics Committee: 



(a) Ethics committee should have at least seven members and should 
appoint from among its member a Chairperson (who is from outside 
the Institute,) and a Member Secretary, other members should be mix 
of Medical/ Scientific and nonmedica!/ Non Scientific members 
including lay public as specified in Appendix Vll! of Schedule Y. 

(b) The committee must include at least one member whose primary 
area of interest / specialization is non-Scientific and at least one 


member who is independent to institution, 

(c) The Ethics committee should have as its members, individuals from 
other Institutions or Communities if required. 

(d) Members should be conversant with the provisions of clinical trials 
under the Schedule Y. Good Clinical Trial Practice Guidelines for 
clinical trials in India and other regulatory requirements to safeguard 


the rights, safety and well being of the trial subjects. 

(e) The rnernbefs representing as basic medical scientists and clinicians 
should have Post graduate qualification and adequate experience'in 
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their respective fields and aware of their role and responsibilities as 
committee members. 

(f) Based on the requirement of research area e.g. HIV, Genetic disorder 
etc, specific patient group may also be included in the ethics 

. committee as far as possible. 

(g) There should be no conflict of interest. The members shall voluntarily 
withdraw from the ethics committee while making a decision on an 
application which evokes a conflict of interest which should be 
indicated in writing to the Chairperson prior to the review and should 
be recorded so in the minutes. 

(h) Subject experts or other experts may be invited to the meetings for 
their advise but would not be having any voting rights. 

3. Information required to be submitted by the applicant for registration of 
Ethics Committee: 

(a) Name of the Ethics Committee 

(b) Authority under which the ethics committee has been 
constituted, membership requirements, the term of reference, 
conditions of appointment and the quorum required. 

(c) The procedure for resignation, replacement or removal of 
members. 

(d) Address of the office of the ethics committee. 

(e) Name, address, qualification, organizational title, telephone 
number, fax number, e-mail, mailing address and brief profile of 
the Chairperson. 

(f) Names, qualification(s), organizational title, telephone number, 
fax number, e-mail and mailing address of the members of ethics 
committee. The information should also include member’s 
specialty (primary, scientific or non-scientific), member’s 
affiliation with institution(s) and patient group representation, if 
any. 

(g) Details of the supporting staff. 
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(h) Type of research teviewecl by the committee (e.^ 
phat;maGecitica!s,v.idevices, epiperhiblogical, retrospective, herbals 

\ _ ' 

(i) DoGUTnents revievveiiifoEevery .clinical trial protocol. 

(j) Information in Tespect'of number of meetings of the committee 
and documentation of the minutes of these committees 

1 

concerning clinical trials: 

(k) The iinformation regarding review of serious adverse^ events 
reported during fhe cmclucit of fbe trial. 

(l) The Standard Operative Procedures to be followed by the 
commjitee in general. 

(m) Standard Operative Procedures followed by the committee for 
vulnerable population. 

(n) Policy regarding training for new and existing committee 
members along with Standard Operative Procedures. 

(o) Policy to monitor /prevent the conflict of interest along with 
Standard Operative Procedures. 

(p) Has the committee been audited or inspected before? If yes, by 
whom. 

(q) if the committee has been audited or inspected before, give 
details. 

4. Maintenance of Record: 

All documentation and communication of an ethics committee are to be dated, filed 
and preserved according to the Standard Operative Procedures. Strict confidentiality 
is to be maintained during access and retrieval procedures. Records should be 
maintained for the following:- 


1 . 

2 . 

3. 

4. 


The constitution and composition of the ethics committee; 
The curriculum vitae of all the committee members; 


QfonriarH PrnooHijroc fn||n\A/^rl h\/ th^ 

National and intemationa! guidelines; 


committee; 


5. Copies of the Protoook -data collection formats, uase Keport 


horms. investigationai brochures etc. submitted for review; 



1 
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6. AH eorrespondence with committee members and investiaators 

regarding application, decision and follow up; 

7. Agenda of all ethics committee meetings; 

8. Minutes of all ethics committee meetings with signature of the 

Chairperson; 

9. Copies of decisions communicated to the applicants; 

10. Record of all notification issued for premature termination of a 

study with a summary of the reasons; ^ 

, 11. Final report of the study including microfilms, Compact Disks 

and / or Video-recordings. 

All records must be safely maintained after the completion / termination of the study for 
not less than five years from the date of completion or termination of the trial. 

5. The Ethics committee shall be/Open for inspections by the officers of Central Drugs 
Standard Control Organization to verify compliance to the requirements of Schedule Y, 
Good Clinical Practices guidelines and other applicable regulations.’’. 

[F. rvjo. X-11014y8/2011-DFQC] 

• ARUM k. PANDA, Jt. Secy. 

Foot Note The principal rules were published in the Official Gazette vi6e notification 
No. F. 28'10/45-H(1), dated 21st December, 1945 and lastarnended vide notification 
number G.S.R. 76(E), dated 8-2-2012. 


Prinied by liie Manager, Government of India Press, Ring Road, Mayapiiri, New DeIhi-1 lOOtvl 
and Published by the Controller of Pribltcations, Dellii-1 10054. 



